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1. Company Information
Company name TaiDoc Technology Corporation
Contact person Pi-Shiou Li
Address 4F, No.88, Sec. 1, Kwang-Fu RD.,

San-Chung, Taipei County, Taiwan, R.O.C., 241
Phone 886-2-6635-8080
E-mail erica@taidoc.com
FAX 886-2-6635-5959

2. Device Identification
Trade name Clever Chek TD-3213 Blood Glucose plus Blood Pressure

Monitoring System
Clever Chek TD-3215 Blood Glucose plus Blood Pressure
Monitoring System
Dr. T TD-3216 Blood Glucose plus Blood Pressure
Monitoring System
Clever Chek TD-3217 Blood Glucose plus Blood Pressure
Monitoring System
Clever Chek TD-3250 Blood Glucose plus Blood Pressure
Monitoring System

Common Blood Glucose and Blood Pressure Measurement System
name Blood Glucose Test Strip
Classification Class II devices
name 21 CFR Section 862.1345, Glucose Test System

21 CFR Section 870.1130, Non-invasive Blood Pressure
Measurement System

3. Predicate Device
K061181 ACHTUNG Blood Glucose Monitoring System by TaiDoc

Technology Corporation.
K042795 Clever Chek TD-3213 Blood Glucose and Blood Pressure

Measurement System by TaiDoc Technology Corporation.
K061073 Clever Chek TD-3250 Blood Glucose and Blood Pressure

Measurement System by TaiDoc Technology Corporation.
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4. Device Description
The Clever Chek TD-3213/ Clever Chek TD-3215/ Dr. T TD-3216/ Clever
Chek TD-3217/ Clever Chek TD-3250 Blood Glucose plus Blood Pressure
Monitoring System consists of a monitor with wrist/arm cuff and test
strips. The system utilizes an electrochemical method-based meter and dry
reagent biosensor (test strips) for blood glucose testing. The size of the
current is proportional to the amount of glucose present in the sample,
providing a quantitative measurement of glucose in fresh whole blood and
control solutions.

The system is able to provide blood pressure measurement which adopts
the "oscillometric method" as the measuring principle. It provides the
systolic pressure, diastolic blood pressure and pulse rate on an adult
individual, over age 16, at home by using a non-invasive technique in
which an inflatable cuff is wrapped around the wrist (Clever Chek
TD-3213/ Clever Chek TD-3215/ Dr. T TD-3216/ Clever Chek TD-3217) or
in the arm (Clever Chek TD-3250). The cuff circumference is limited to
5.25" -7.75" (13 -20 cm) for wrist or 9.4"-13.8" (24 -35 cm) for arm.

5. Intended Use
The Clever Chek TD-3213/ Clever Chek TD-3215/ Dr. T TD-3216/ Clever
Chek TD-3217/ Clever Chek TD-3250 Blood Glucose plus Blood Pressure
Monitoring System is indicated for the quantitative measurement of
glucose in fresh whole blood (capillary blood from the finger, the palm, the
forearm, the upper-arm, the calf and the thigh) for self testing by persons
with diabetes in the home or by healthcare professionals in healthcare
facilities. Testing is done outside the body (in vitro diagnostic use).

The system is also intended to be used to measure non-invasively the
systolic and diastolic blood pressure and pulse rate of an adult individual,
over age 16, at home.

For Clever Chek TD-3213/ Clever Chek TD-3215/ Dr. T TD-3216/ Clever
Chek TD-3217 system, the blood pressure is measured by using a
technique in which an inflatable cuff is wrapped around the wrist. The cuff
circumference is limited to 5.25" - 7.75".

For Clever Chek TD-3250 system, the blood pressure is measured by using
V



a technique in which an inflatable cuff is wrapped around the arm. The

cuff circumference is limited to 9.4" - 13.8".

6. Comparison to Predicate Device
The Clever Chek TD-3213/ Clever Chek TD-3215/ Dr. T TD-3216/ Clever

Chek TD-3217/ Clever Chek TD-3250 Blood Glucose plus Blood Pressure

Monitoring System has equivalent technological characteristics as the

ACHTUNG Blood Glucose Monitoring System (K061181), the Clever Chek
TD-3213 Blood Glucose and Blood Pressure Measurement System
(K042795) and the the Clever Chek TD-3250 Blood Glucose and Blood

Pressure Measurement System (K061073).

The system also contains the same intended use as the ACHTUNG Blood

Glucose Monitoring System (K061181), the Clever Chek TD-3213 Blood

Glucose and Blood Pressure Measurement System (K042795) and the the

Clever Chek TD-3250 Blood Glucose and Blood Pressure Measurement

System (K061073).

7. Performance Studies
The performance of the Clever Chek TD-3213/ Clever Chek TD-3215/ Dr. T
TD-3216/ Clever Chek TD-3217/ Clever Chek TD-3250 Blood Glucose plus

Blood Pressure Monitoring System was studied in the laboratory and in

clinical settings by healthcare professionals and lay users. The studies

demonstrated that the above blood glucose plus blood pressure
monitoring system is suitable for its intended use.

8. Conclusion

The Clever Chek TD-3213/ Clever Chek TD-3215/ Dr. T TD-3216/ Clever

Chek TD-3217/ Clever Chek TD-3250 Blood Glucose plus Blood Pressure

Monitoring System demonstrates satisfactory performance and is suitable
for their intended use.
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Indications for Use

510(k) Number: k 4b 2So 6
Device Name: Clever Chek TD-3213/ Clever Chek TD-3215/ Dr. T TD-3216
Clever Chek TD-3217/Clever Chek TD-3250 Blood Glucose plus Blood
Pressure Monitoring System

Indications for Use:

The Clever Chek TD-3213/ Clever Chek TD-3215/ Dr. T TD-3216/Clever Chek
TD-3217/ Clever Chek TD-3250 Blood Glucose plus Blood Pressure Monitoring
System is intended for use in the quantitative measurement of glucose in fresh
capillary whole blood from the finger and the following alternative sites: the palm,
the forearm, the upper-arm, the calf and the thigh. It is intended for use by
healthcare professionals and people with diabetes mellitus at home as an aid in
monitoring the effectiveness of diabetes control program. It is not intended for the
diagnosis of or screening for diabetes mellitus, and is not intended for use on
neonates.

The alternative site testing in the systems can be used only during steady-state blood
glucose conditions.

The system is also intended to be used to measure non-invasively the systolic and
diastolic blood pressure and pulse rate of an adult individual, over age 16, at home.

For Clever Chek TD-3213/ Clever Chek TD-3215/ Dr. T TD-3216/ Clever Chek
TD-3217 system, the blood pressure is measured by using a technique in which an
inflatable cuff is wrapped around the wrist. The cuff circumference is limited to 5.25"
- 7.75".

For Clever Chek TD-3250 system, the blood pressure is measured by using a
technique in which an inflatable cuff is wrapped around the arm. The cuff
circumference is limited to 9.4" - 13.8".

Prescription Use X jR/~OR Over-The-Counter Use X
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER
PAGE IF NEEDED)
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